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RE: Sterility of Reprecessed Single Use Medical Devices

Recently, | learned that the FDA bas groposed a new policy 1o regulate reproctsss of single use medical
devices and will hold & “town meexing’” an December 14% in Maryland to receive ingut on this new policy.
Unforumately, I am unable w attend the town meeting but I wuuld 1ike to submit my somments. Please
accept this letter as my formel comment on. the proposed new policy. ‘While 1 siongly support the FDA'S
eﬂgm to increase reguladion of reprocessors of single usc medical devices, Y do not bojieve thenew FDA
policy is sufficient. ‘ ' e ' h

 am 8 Gastroenterologist, and | wark in North Colorado Medical Center in Greeley, Colorado. 1have been
and continue to be concerned with thé telise G Tsed aTspseable fiadical devices. [ am concerned about the

potential for patient njury from both, 2 Saflure of the device as well 2 the spread of infectious discases,

' These are not theoretical concerns. Published articles in US News & World Repoet, the NY Times, the LA

Times and Forbes Magazine describe actusl padent injurics. 1also believe that many infectious ere under- .
reported due ta legal hability eohcerns. : v o SRR

Although many Teprocessors claim taat reprocessing has becn going on for twenty years, the Bctjsthartds

was with respect to reusable devicamdcpmtdbutmmedsingleuscdwims. In today’s cost cutting

envirenmere, it is proper Yo look 21 al1 possible areas o save money, bt reprocessing complex, plastic,

single used devices such as biopsy forceps, Sphincvertotomes, electrophysiology cathetars and angioplasty
 catherers is simply 1Ot 8 Saf% avenue to pursue umil tese reprocessed dovices ressive FDA approval for

yeuse. A

~# This practice also poses many ethical quastions. There isno medive) benefit wo the paticnt, and it ismy

" undersizading, iay te paticut does not Teskive lowsr headthaure costs. 1t i alao tiy Wadersuanding tbs_n
patients are not told that used dispesable devices will be used on them. Without such knowledge, patients
Ganmen protect themsclves. As a healthcars professicnal, T went 20 speak oul on their behalll ‘

There can be no argument that if clinical rests Were 36 up to prove whother of not reprocessed nused

disposable device was safc for reuss, informed paticnt consent would be requ::ed _Suangely, propanents [
of reuse rely on & lack of any data 1o support a conclugion thet reuze i safe and petients need n'ct be told.

Withots sufficient data or approvel from the FDA, the practice of ytusing nesd not be',mld._ Withowt

~ sufficient data or approval from the FDA, the practice of reusing wssd disposable dovices on patients is skin

~ Yo human experimentation without patient consent.
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1 am thankful that the FDA is considering in i o e
the new policy is A Is considering increzsed regulation of reprocessoes, but, again, T do not believe

- extstng regulanons zlso include regulations for reusable devices. Reprotessing 1 siagle u: scheme, The . .

© reddars fareusable device. The new policy, is herefore, is unnecessary,

The new policy is also loyufficient 10 protect patient safcty. Data proving safiry and

deamed high risk. Reprocessars of low risk devices will receive cven less regulatory oversight then theyda
) :kdayAscne example, muny biopsy forceps sre Class ¥ exempt devices and will likely be docmed fow
4 devises, despies studies by menulicrurers showing that many reprocessed Biopsy forceps sitting on
: d:Pml shelves are conaminared wih drug resiscant becteria, Impoctantly, biopsy ferceps are critica)
ices which broak the mucosal barrier when samples are 1akan aad, thus, can easily pass bucteria
remaming on the device 1o the unsuspecting patens. -

Reprocessers of single use deviees elaim o have the equipment snd expertise necessary 10 ~properly” sperly
reprocess vaad sm:gle usé dwi«;. They ate, therefore, manufvenrers zfa the eyes ofhéalmcse workers and
 patients. I, sddition, reprocessing a single use device for reuse changes the devios into s reusable device.
Accordingly, reprocessors should be regulated i the same manner as arigiosl cquipment maqubicorers - -
©_using the existing FDA regulations for reusable deviess. To create amcw regulntory policy wasies valuable
DA TéSources and delnys regulatory onforcement, thus putting patients wanecessarily at risk for an

. Peter Wi, MD
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